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fnveatigatiooal Plan 
Met81 on Wets1 Acstabulat 8y&eme 

This study is to be conducted to investigate the safety and 
effectivenese of a metal on metal bearing surface. The main 
objective of this investfgation is to determine the safety and 
effectiveness oftheYeta1 onMetal Articulating Acetabular system. 

The study will include a randomized, concurrent control group 
existing of conventional total hip prosthesis- Each surgery will 
include the use of efther a Metal acetabular liner (experimentaL 
group) or a UIMWPE Polyethylene acetabular liner (contsol group). 
The device will be used in conjunction with one of BiometVs various 
metal acetabular shells, femoral hip components and cobalt-chromium 
modular femoral heads. The Metal on Metal study is limited to non- 
cemented component application only. 

The acceptability of th& effectiveness of the metal on metal device .. 
is to be determined primarily by comparison of function and pain, 
both preoperatlvely'and postoperatively and between the metal on 
metal devices and,conventional DBMWPE devices. Secondarily, the 
effectiveness will be determined by radiographic evaluation. The 
safety of the meta!, on metal acetabular device will be determined 
by the incidence of complication, device related or otherwise, and 
revision between the device and the conventional acetabular 
syEbxns. 

The study will be conducted over a period of five years and will 
COqt8in a maximum of 196 cas'eti - 98 cases in the experimental group 
and 98 cases in the control group, Approximately eight to ten 
investigators will particgpate in this study. 

ProtouQ& 

I. Indications 

The indications for enrollment into this study consist of only.the 
- following diagnostic group: 

Noninflammatory degenerative joint disease (NIDJD) or 
any of its composite 

necrosis, 
diagnoses of 

avascular 
osteoarthrftis, 

traumatic arthritis, 
fracture, legg perthes, 

subcapital 
slipped capital epiehysis, fused 

hip, fracture of the pelvis, or djiastrophic variant. 

Selection of candidates for this study include the following 
considerations: 

1) A preoperative level.of function and p&n the same as 
for conventional hip replacemnt procedures. 
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2) A likelihood of obtaining relief of pain and improved 
function. 

:; 
5) 
6) 
7) 

Pull skeletal maturity. 
Ability to follow instructions, 
Good general health. 
Willing to return for follow-up evaluations. 
No bias to sex. 

xx. Patient 

Patientilr displaying the following contraindications shall be 
excluded from this investigation: 

1) Any patients diagnosed as Rheumatoid, Deformity, 
Revision, as well as, bi-lateral cases. 

2) Infection. 
3) osteoporosis, or marked bone loss which would preclude 

proper fixation of $he prm.thesi@. 
4) Uncooperative patlent, predictably unable to getlong- 

term follow up. 
5) Parkinson's disease. 
6) Vascular insufficiency, muscular atrophy, or 

neuromuscular dieeasre in the affected limb. 
7) Severi instability or deformity of the ligaments 

and/or surrounding soft tissue which would preclude 
stability of the device. 

8) Pregnancy. 

III. Evaluation and Follow-up 

Patient packets containing all of the necessary fours for the 
duration of the investigation will be supplied to each investigator 
prior to the initiation of the study. 
been included. 

Samples of these forms have 

Preoperatively, a signed ~41nforzued Patient Consent'* will be 
obtained from each patient. A @*Patient Historical Record" will be 
completed. Dfagnosih; may inclu4a any confirmatory test as deemed 
appropriate by the surgeon such as x-ray, sedimentation rateY latex 
fixation test or rheumatoid factor. 
and lab work should be conducted. 

Standard preoperative blood 

An *fOparative Record" will be completed immediately following 
surgery to detail the procedure and any complioations. 

Data to determine clinical efficacy will be collected on, the 
"Preoperative Analysis and Follow-up RecordBr, 
form based on the Harris 

This hip evaluation 
Hip Scale, will be completed 

preoperatjvely and postoperatively, at six months, twelve months, 
and yearly for at least five years thereafter. A score of 90-106 is an excellent result, 81-90 is good, 71-80 is fair, and 70 or 
below is poor. Patients with classification of fair or below at 1 
year post-implantation or later, 
(i.e. trauma, failXng health) 

with no external complications 
will be considered failures. 
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In addition, efficacy data concerning bone apposition vi11 be 
determined using radiographic evidence with postop x-rays as the 
control. Initially, all x-rays for each case viii be revi6wed by 
the respective Investigator and/or radiologist. The radiographs 
will be reviewed for rotation and/or settling of the component, and 
any prenence of radiolucent lines aurroundlnq the device. The patients will have an x-ray immediately postoperatively, and at 
each regularly scheduled hip evaluation as outlined above. 

Safety of the device vi11 be determined by comparative analysis of 
complication rates. All complications and adverse reactions, 
device related or othervise will be raported and recordsd on the 
llSpecial Report FOZZI~~. The data and reason for a patient becoming 
lo6t to follov-up will also be reCorded on the form. Any and all 
adverse effects whether device related or not will be recorded and 
reported in all proqreee reports. In the event that the this Metal 
on Metal study should be ClO66d or terminated, at least a 24 month 
follovr-up evaluation vi11 be conducted for all patie& entered 
into the inve6tigation. 

IV. Risk Analyaia 

All of the risks common to conventional joint replacement are 
possible with this device a6 are certain risks associated with any 
invasive procedures. A full risk analysis assessment has been done 
and has been amended to this document. 

Potential risks common to conventional joint replacement include: 
1) Infection. 
2) Damage to 6ursounding t&sues, cartilage or tendons. 
3) Long term swelling. 
4) Excessive bleeding. 
5) Delayed wound healing'. 
6) Major nerve or' blood vessel Injury, 
7) Fracture. 
8) Instability. 
9). Los6 of motion. 

10) Risks a66ociated with the anesthetic such as permanent 
brain damage, pneumonia, blood clots, heart attack and 
death. 

Some complications may cause a draining wound, the heed for further 
surgery, prolonged or permanent pain, 
for the patient. 

deformity and inconvenience 

Potential fisks associated vith the use of the metal on metal 
ace-tabular system include: 

1) Dislocation of the prosthesis. 
2) Disassociation of the liner from the acetabular Shell. 
3) Metal debris. 
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This investigational plan has reduckd the potentfal risk to the 
patient through the following methods: 

1) by defining a patient population that limita the exposure 
of fhe device to patients conforming to the proposed 
indications, exclusions, and age requirements. 

2) the surgical technique has been developed to eliminate 
potential operative difficulties. 

3) a conservative postoperative rehabilitation regime has been 
developed to allow the patient mobility vithout 
compromising fixation of the device, 

V. Patirat Populatioo 

1) 

2) 

3) 

Sex - Patients will be selected without bias as to sex. 

Age - Peatients will be limited to those patients who have 
reached full skeletal maturity. 

Population - An initial population of 196 cases in both the 
experimental and control groups will be enrolled. 

VI. Antirripated Changes 

It is anticipated that during the course of the study, certain 
changes may become desirable. 
sizes of all components 

These changes may include additional 

addition, 
based on patient requirements. In 

development of unique inatmaanentation 
fmplantatian of this device is on going. 

for the 

Any deviation from the stated protocol will be made only in an 
emergency situation unless the investigator has obtained prior 
approval from the FDA and the appropriate institutional review 
board (IRB). 
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Mat81 oa Matrl l4Leetabulu spesa 
Smadotiration Oroaedurm 

TZza PM has deeignated thi8 clinical study to be a randomriztad 
mncusmn+ study, i.e. the investigator vi11 not b8 adviacitd as to 
what dmVbi9 a paticbntvill recaiv8 at his/her tin8 of consultation. 

Here are mme guidelines to help you in the proceest 

1. 

2. 

3. 

4, 

Yt th8 tiw8 of consultation, vhen the patient has agreed 
to &a entered Into the etudy knowing that they may oz;may 
not rweivr the exp8rimentsl device, please have thara 
oign the c-sent form. also complete the Hfstorfcal and 
Pro-op Harris Hip Evaluation Zomns. 

Upon a patient enrollment the investigator can 8ither 
cm&l Xara Schwartz at Biomet at (219) 267-6639 ext. 1761 
oc call the local Biomet representative (vho vi11 then 
call Bioa8t) vith the patictnt's name, date of surgery, 
and him/her diagnosis. 

According to the rwkdomitation echeme the patient i@ 
aonignad 8ithsr aWIta1 on Metal (experimental) device or 
a polyethylene .tcontrol) devide. 

Ifth8 patient is to receive the expertiental device, the 
M8tal on M8tal device vi11 be chipped out only upon 
r&eras8 by,Biom8t'u Regulatory Dapartment. Release of 
the Wtal on Kstal devices vi11 be on a p8r case basis. 

: rr;t leak@ how is requ-ired from time of phone call to date of 
surgery to allov ior shipping time of the Hetal on Metal devices- 
Standard polyethylarne (control) devices are inv8ntoried and 
availabler at the local distributor. 

All Metal an Metal components not 
Biomet. 

5. Surgery date: all components 

implanted aust b$_ returz#@ to 

are to be non-cemented. . Complete Operative and Post-operative x-ray analysis 
form for ctmtrol and experimental patfentti. 

6. Patients should return for their follow-up exams at 6 
month@, and y8arly folloving surgery. The vhite copy of 
ths forms are to br returned to Biomet. 

The patiant*ls full cooperation in returning Portheir follow-ups 
~811 as completed clinical data forms are important. Please 

_ avare that the data ve obtafn 'and compile will be instrumental 
allowing future general maxzk8ting of the device. 
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Meti on Metal Acetabular System 
Study Procedures 

(Allow 48 hours fro” 51 to surgery date) 

Polyeth’ylene Liner M&l Liner 

I All unused Metal and M&d compqnynts must be returned to Blomet 

Complete all forms and return white copies to Biomet, 
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